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 PART I

Special Note Regarding Forward-Looking Statements

        This Annual Report on Form 10-K and, in particular, the description of our Business set forth in Item 1, the Risk Factors set forth in
Item 1A and Management's Discussion and Analysis of Financial Condition and Results of Operations set forth in Item 7, and the documents
incorporated by reference into this report contain or incorporate certain forward-looking statements within the meaning of Section 27A of the
Securities Act of 1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended. Statements contained in this report
that are not statements of historical fact may be deemed to be forward-looking statements. Words or phrases such as "may," "will," "could,"
"should," "potential," "continue," "expect," "intend," "plan," "estimate," "anticipate," "believe," "project," "likely," "outlook," or similar words or
expressions or the negatives of such words or expressions are intended to identify forward-looking statements. We base these statements on our
beliefs as well as assumptions we made using information currently available to us. Such statements are subject to risks, uncertainties and
assumptions, including those identified in Item 1A "Risk Factors" and elsewhere in this report, as well as other matters not yet known to us or
not currently considered material by us. Should one or more of these risks or uncertainties materialize, or should underlying assumptions prove
incorrect, actual results may vary materially from those anticipated, estimated or projected. Given these risks and uncertainties, prospective
investors are cautioned not to place undue reliance on such forward-looking statements. Forward-looking statements do not guarantee future
performance and should not be considered as statements of fact. All information set forth in this Form 10-K is as of the date of filing this
Form 10-K and should not be relied upon as representing our estimate as of any subsequent date. While we may elect to update these
forward-looking statements at some point in the future, we specifically disclaim any obligation to do so to reflect actual results, changes in
assumptions or changes in other factors affecting such forward-looking statements.

 Item 1.    Business

Overview

        Interleukin Genetics, Inc. is a genetics-focused personalized health company that develops genetic tests for sale to the emerging
personalized health market. The company also sells dietary supplements through a wholly-owned subsidiary. Our vision is to build a leading
personalized health and wellness company. We believe that the science of applied genetics can empower individuals to personalize their health
and provide valuable information to assist in drug development. We currently have three primary focus areas to our business. The first is
personalized health, which is primarily focused on providing genetic test products to customers. These products are distributed via sales partners
and our own sales channels, with the goal of providing guidance for the individual interested in improving their health and wellness. The second
is a research and development effort focused on developing genetic tests linked to a partner's products for marketing and sales into medical and
dental channels. The third comprises the Alan James Group (AJG) brand of nutritional supplements and products sold through retail consumer
channels. All three contribute toward our overall mission of providing products that can help individuals improve and maintain their health
through preventive measures. We plan to pursue improving personalized healthcare for patients by:

�
processing genetic risk assessment tests in our CLIA-certified lab or in labs of sub licensees for ourselves or for partners;

�
distributing existing and developing new genetic risk assessment tests for use in multiple indications, countries and
demographics; and

�
promoting our existing brand of AJG products and developing or acquiring new nutritional products or botanicals for
distribution in mass retail consumer channels, and expanding their distribution to new consumer channels.
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        We believe that by providing important genetic information to our customers or identifying those individuals whose risk for certain chronic
diseases may be increased due to variants in one or more genes and combining this knowledge with personalized interventions, we can help
individuals improve their health outcomes. We have patents covering the influence of certain gene variations on risk for a number of common
chronic diseases and conditions.

        We believe that one of the great challenges confronting healthcare today is understanding why some people are more prone than others to
develop various medical conditions and why some people respond to treatments for those conditions differently than others. Until individuals or
their doctors are able to understand the underlying causes of such variability, healthcare will remain largely constrained to the current approach
of broad treatment rather than customized prevention. Most recommendations for a given condition do not consider genetic differences among
individuals and, as a result individuals whose condition may be very different because of genetic variation all receive the same treatment.

        Until recently, scientific study of chronic health conditions has largely focused on identifying factors that are causative. Common examples
of such factors include high levels of cholesterol in the case of heart disease, bacteria in the case of periodontal disease and reduced estrogen
levels in the case of osteoporosis. However, the mere presence of these initiating factors does not necessarily mean a person will develop an
illness. Many common conditions arise in part as a result of how our bodies respond to various environmental factors.

Genetic Test Products

        One of the many benefits from the sequencing of the human genome is a new understanding of the role of genetic variations, such as single
nucleotide polymorphisms (SNP) and haplotypes. Once used as a tool to help scientists decipher the human genome, SNP and haplotype analysis
now is an important tool used to study the relevance of genetic variations to human health. A common SNP may cause a gene to make a
different amount of a protein, change the timing of protein synthesis or make a variant protein, each of which may lead to a discernible
physiological impact. We have focused on the SNP variations associated with inflammation and metabolic disease. During the last decade we
have worked with the University of Sheffield in the United Kingdom to identify several SNPs that influence the body's inflammatory response.
We have concluded our research collaboration with the University of Sheffield, but the ten-year collaboration helped us generate several patents.
The principal investigator, Dr. Gordon Duff, continues to serve as a member of our scientific advisory board. In addition, we have conducted
clinical studies throughout the world involving over 21,000 individuals to make these research findings clinically useful. Some of our clinical
research collaborations include studies at the Mayo Clinic; Brigham & Women's Hospital (Harvard Medical College); University of California at
San Francisco; University of California at San Diego; New York University Medical Center; University of Sheffield, UK; Yonsei University
Medical Center, Seoul Korea; Tongji Medical College, Wuhan China; and Tuft's University Medical Center. We have also conducted research
with the Geisinger Clinic.

Inflammatory Disease

        Inflammation is one of the body's most ancient protective mechanisms. The understanding of the role of inflammation in several diseases
has increased over the past few years. It is now accepted that many chronic diseases begin with a challenge to the tissues of the body and that the
inflammatory response system of an individual mediates the clinical manifestation of the disease. It is now thought that SNP variations in the
genes that influence the inflammatory process can have an important impact on a person's risk/trajectory of a disease.

        Inflammation is the first organized response to any injurious challenge to the body, such as a bacterial infection. It is a well-defined process
that involves the migration and activation of leukocytes
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from the blood to the site of challenge. The objective of inflammation is to localize and destroy the deleterious agent. If the deleterious agent
cannot be cleared, the inflammation becomes chronic.

        There are classic inflammatory diseases, such as rheumatoid arthritis. In recent years inflammation has been found to affect several other
major diseases of aging. It is now known that chronic inflammation can influence the process that leads to acute heart attacks. If an individual
has a strong inflammatory response, he or she may be more successful in clearing a bacterial infection than an individual with a less robust
response. However, an individual with a strong response may actually be at increased risk for a more severe course in one or more of the chronic
diseases of mid to later life, such as cardiovascular disease, osteoporosis, osteoarthritis, asthma, cancer and Alzheimer's disease.

Intellectual Property

        In the early 1990s, as we were beginning to focus on the importance of interleukin cytokines, Dr. Gordon Duff in the United Kingdom
identified the first SNPs in the Interleukin and tumor necrosis factor alpha (TNFα) genes, and he and other investigators demonstrated that
individuals with some of those variations produced higher levels of Interleukin and TNFα proteins. In 1993, we initiated research collaborations
with Dr. Duff, and in 1994, we initiated collaboration with the University of Sheffield to investigate and patent the clinical use of variations in
the genes that control inflammation. Studies by us and others have now shown that individuals who have certain Interleukin gene variations or
patterns of variations tend to have increased levels of interleukin proteins and also tend to have increased levels of other inflammatory or
metabolic mediators that are produced downstream of the interleukin proteins.

        Our collaboration with investigators at the Tufts University Medical School has resulted in our in-licensing a number of patents related to
the genes involved with perilipin proteins. We have in-licensed international rights to the use of these gene variations, or genotypes, that regulate
one important mechanism involved in fat metabolism. Additional U.S. patents have been filed to cover the use of these genetic factors. When an
individual consumes more calories than he or she burns, the excess energy is stored in fat cells as lipid droplets. One of the key chemicals that
regulate the mobilization of fat from the lipid droplet to be burned as energy is called perilipin. Investigators at Tufts University Medical School
and Tufts Human Nutrition and Research Center have identified variations in the perilipin genes that appear to regulate fat metabolism and body
weight. Studies have been completed on several hundred individuals showing that women with one specific perilipin genotype weigh an average
of 22 pounds more than women with another perilipin genotype. Seven clinical studies were published from 2004 through 2007 on the influence
of perilipin genotypes on weight and related biological parameters. This research was conducted under the direction of Dr. Jose Ordovas, an
international expert on the genetics of cardiovascular disease and on the interactions of genetics and nutrition. We have licensed rights to the use
of these patents for weight management and to develop nutritional products to facilitate weight management in individuals who have certain
perilipin gene variations. Our collaborators have completed research which indicates that the perilipin genetic variations could be used for the
medical guidance of weight management. We plan to conduct additional research which may lead to the development of genetic tests for this
use.

        We currently own rights in twenty issued U.S. patents, which have expiration dates between 2015 and 2020, and have twenty-one
additional U.S. patent applications pending, which are based on novel genes or novel associations between particular gene sequences and certain
inflammatory diseases and disorders. Of the twenty issued U.S. patents, sixteen relate to genetic tests for periodontal disease, osteoporosis,
asthma, coronary artery disease, sepsis and other diseases associated with interleukin inflammatory haplotypes. Our intellectual property and
proprietary technology are subject to numerous risks, which we discuss in the section entitled "Risk Factors" of this report. Our commercial
success may depend at least in part on our ability to obtain appropriate patent protection on our therapeutic and diagnostic products and methods.
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        We have been granted a number of corresponding foreign patents and have a number of foreign counterparts of our U.S. patents and patent
applications pending.

        In addition, through our Alan James Group subsidiary, which we acquired in August 2006, we own a portfolio of nutritional products
brands, including Ginkoba�, Ginsana®, and Venastat®. We have received trademark protection for PST®, our periodontal genetic risk
assessment test.

Our Approach to Test Development

        Our approach to test development is to create products that will benefit individuals seeking guidance for their particular conditions or
illnesses. A genetic test must therefore be useful, understandable, and credible and serve as guidance for future action. The action resulting from
the information provided by our genetic tests could be either some form of medical treatment, lifestyle change, or more careful monitoring of the
person's condition. It is important that a thorough understanding of the market potential for a potential genetic test be well understood prior to
initiation of any research. Finally the company must be able to launch and sell a given product effectively

        Our intellectual property estate is focused on the discoveries that link variations in key inflammation and metabolic genes to various
conditions or illnesses. We initially had concentrated our efforts on variations in the genes for the interleukin family of cytokines, because these
compounds appear to be one of the strongest control points for the development and severity of inflammation. Our patent estate also covers
genetic variations in the Perilipin family of proteins that are involved in fat storage and metabolism.

        We have patents issued on single SNPs and SNP patterns in gene clusters as they relate to use for identifying individuals on a rapid path to
several medical conditions or for use in guiding the selection of diets, exercise, vitamin needs, preventive care and also therapeutic agents.
Groups of SNPs are often inherited together as patterns called haplotypes. We have a U.S. patent issued on haplotypes in an interleukin gene
cluster and their biological and clinical significance. We believe these patents are controlling relative to interleukin SNPs and haplotype patterns
that would be used for genetic risk assessment tests.

        Multiple genes and complex gene interactions along with environmental factors determine the risk for the common diseases. Scientifically,
the Company will develop a test based on our proprietary genetic factors if: a) clinical studies show that their effect has a critical and unique
influence on the clinical expression of disease, or b) our genetic factors guide the development or use of lifestyle, preventive measures or
therapeutic agents that modulate the specific actions of those genetic factors. The risk effects of our genetic factors must be sufficiently powerful
so that these genetic factors cannot be excluded from a test panel without substantially reducing the practical clinical usefulness of the test. For
example, in patients with a history of heart disease, higher levels of inflammation (as measured by certain markers such as C-reactive protein)
are as predictive of future heart attacks as higher levels of LDL cholesterol. Indeed, recent studies published toward the end of 2008 indicated
that chronic underlying inflammation has been shown to be a critical factor for increased heart attack risk. We believe that our proprietary
genetic variations reliably identify those individuals who have a lifelong tendency to experience elevated inflammation and therefore to have
higher risk for heart disease. We will use our proprietary genetic technology as part of a broader genetic panel that predicts an individual's risk
for disease as they age or predicts a patient's likelihood of severe complications from disease or response to specific treatment if they have
already been diagnosed with disease. When our proprietary genetic technology is a significant part of the predictive value of the test panel, we
can market a test that is superior to other tests in the same medical area.

        There are gene families that influence other non-inflammatory biological mechanisms involved in cardiovascular disease such as
cholesterol metabolism. For each targeted clinical disease area that meets our criteria, we are developing, or plan to develop, proprietary risk
assessment tests that are
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anchored by our intellectual property, plus additional candidate genes that have been validated and shown to be of value in assessing risk. Other
genes to be added to a test panel may be in-licensed or may be available from the public domain. Since knowledge about the genes involved in
health risks will continue to evolve over many years, we may introduce test panels that initially have our proprietary genetic factors with
successive versions of additional genes. The heart health risk assessment panel introduced in our partner's channel in 2006 involves three SNPs
in two genes covered by our intellectual property. The osteoporosis risk assessment panel we are developing includes multiple SNPs covered by
our intellectual property, plus additional in-licensed genes that have been validated as risk factors for osteoporosis.

        In the past few years, genome-wide association (GWA) studies have become possible as one approach to identify the association of many
genes with specific health risks. These studies are now practical due to the commercial availability of genome-wide array technologies. Most of
the GWA studies are being conducted through government-funded consortia. We have access to GWA technologies and expertise through some
of our collaborators. In diseases or conditions for which GWA technologies are being used in large government-funded studies, we may
in-license or access publicly available SNPs for our panels. In diseases or conditions for which other GWA studies are not available, we may
choose to employ GWA technologies either internally or through external collaborations to add value to our test panels. All of these technologies
are dependent on high quality clinical databases, which we are collecting throughout the world for selected health risks. The use of GWA
approaches to health risks is new, and data coming out of the first studies may take many years to validate and demonstrate clinical utility.

        In the past few years, the use of haplotypes has become a standard approach to genetic risk assessment for complex diseases. Haplotypes
are blocks of SNPs that are inherited together from one parent and in some cases the specific block of SNPs has functional significance beyond
the biological functions attributable to the individual SNPs. As recently reported studies show, the same SNP may have very different effects on
gene function in different individuals depending on the haplotype context. We believe that we have expertise, experience and intellectual
property related to the use of haplotypes in assessing genetic risk for complex diseases.

        In some cases, we have and may continue to develop genetic test panels that have limited or no exclusive intellectual property but meet
specific needs of Alticor, our distribution partner, or that can be marketed under our own brand of genetic tests. The general nutrition panel
launched in the U.S., as described below, is an example of such a test panel.

Business Strategy

        Our strategy is to develop test products for our own business needs and perform R&D services for partners interested in developing a
companion diagnostic for their products. Our goal is to commercialize R&D test products and services through strategic alliances. In the near
term, we plan to build out our own direct-to-consumer marketing strategy for our brand of genetic tests and launch products in new channels.
We are also interested in in-licensing products or intellectual property to create new products. Our genetic testing business will continue to
explore high potential markets such as weight management, osteoporosis, and arthritis, where there is a clear unmet medical need for improved
care. Our research and development initiatives will continue to enhance our intellectual property position, ensure commercial and technical
success of our products, and develop formulary solutions that enable our partners to offer prevention and intervention therapeutics in a consumer
and/or medical segment.
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Alticor Partnership

        In March 2003, we entered into a broad strategic alliance with Alticor to develop and market novel genetic risk assessment tests and
nutritional and skin care products. The alliance utilizes our intellectual property and expertise in genetics to develop risk assessment tests and
aids Alticor in its effort to develop personalized consumer products. The alliance has included working capital loans, equity investments and
multi-year research and development agreements. A licensing agreement includes sales of selected genetic tests to Alticor for distribution within
their channel. In addition, we receive minimal royalties on marketed Alticor nutritional products that are linked to the genetic tests.

        This alliance has opened our products and services to our partner's proven marketing and distribution channels. We believe that Alticor
shares our belief that the future of personalized nutritional supplements and skin care will be based on an individual's genetic makeup. This
alliance is currently focused on developing genetic risk assessment tests to determine a genetic profile of an individual and developing
nutritional supplements and skin care products that will benefit individuals of that genetic profile. Our activities in the skin care field are in the
planning stage.

        We expect our revenue model to consist of:

�
fees for processing genetic risk assessment tests;

�
royalties or profit sharing from sales of genetic test products developed with and marketed by a partner;

�
fees for contract research;

�
sales of consumer products, including those acquired in our August 2006 acquisition of the business and assets of the Alan
James Group; and

�
royalties from sales of supplement products licensed to commercial partners.

Genetic Test Products

Gensona Genetic Tests

        We have research agreements with Alticor to develop certain genetic tests, which Alticor will market to consumers through its channels
under Alticor's GENSONA® brand. In 2006, we provided two genetic risk assessment tests through Alticor. The GENSONA® Heart Health
Genetic Test uses SNP testing of two genes to identify persons who may have an over-expression of inflammation and therefore may be at
increased risk for cardiovascular disease. The GENSONA® General Nutrition Genetic Test identifies SNPs of potential importance in two genes
that affect vitamin B metabolism and four genes involved in responding to oxidative stress. The GENSONA® tests are marketed solely through
the Alticor business channel.

Interleukin Genetics Brand of Genetic Tests.

        In September, 2008 we were successful in negotiating a new agreement with Alticor whereby Alticor's license became non-exclusive. The
agreement continued to allow Interleukin Genetics to have exclusive ownership of all inventions relating to genetic tests arising from research
programs between the companies. Thus we were able to obtain the rights to market all IP, including the genetic tests outside of the Alticor
channel. As a result, efforts have been made to launch our own brand of genetic test products which we plan to distribute through other channels.

        We currently out-license sales and marketing of our Periodontal Susceptibility Test (PST®). PST® is a genetic test that analyzes two IL-1
genes for variations that identify an individual's predisposition for over-expression of inflammation and risk for periodontal disease. We expect
to review a number of business development strategies in 2009 to increase sales of PST® tests.
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Nutritional Supplements

        In August 2006, we acquired the assets and business of the Alan James Group, which develops, markets and sells nutritional products into
retail consumer channels. As part of the acquisition, we acquired a portfolio of branded nutritional supplements which are distributed at leading
discount retailers, drugstores, grocery stores and warehouse clubs in the United States. The Alan James Group maintains an efficient operational
infrastructure, highlighted by relationships with key manufacturing, logistics, and technology partners, and an experienced marketing and
product development team, who are based in Boca Raton, Florida. Future expansion in the areas of product and channel development offers us
opportunities to expand and enhance its product portfolio.

        We currently market and sell a line of branded nutritional supplements, none of which are connected to our genetic tests, to major discount
retailers, drugstores, grocery stores and warehouse clubs in the United States. Our portfolio includes items in multiple segments, including
Energy, Memory, Leg Vein Health, and Heart Health. Recognizable brand names include Ginsana®, Ginkoba�, Venastat®, Ginsana Gold
Multiplex®, Optiform SAM-e® and Cransana®, which are company-owned, and Kyolic®, which is marketed under a distribution agreement. In
addition, we market a line of private label skincare products on an exclusive basis to a large nutrition based retailer. We maintain an efficient
operational infrastructure, in which we leverage strategic relationships with contract manufacturers, logistics companies and technology partners,
enabling us to source and distribute products on a competitive basis, and maintain excellent service levels with our customers. We also maintain
relationships with key sales brokers, who in conjunction with our sales and support personnel, can effectively manage the product related and
promotional initiatives needed to support and grow the business.

        Our objective is to increase sales, improve our operating efficiencies, and enhance our position in the market through the following key
initiatives:

�
Increase Sales of our Existing Nutritional Supplement Products.  We expect to maintain and strengthen our supplement sales
through a combination of targeted promotional activities at both the store and consumer levels. Specifically, we use print
advertising in selected periodicals that effectively reach our target consumer, to emphasize product attributes and benefits. In
addition, by using in-store promotional activities, such as temporary price reductions, to coincide with our marketing
initiatives, we can further enhance the value proposition offered to our consumers, stimulating both repeat purchase, and
attracting new customers into our franchise.

�
Introduce New Products.  Given the dynamic nature of demand for consumer products and the continued emphasis on
vitamins, minerals, and nutritional supplements in the context of promoting health and well being, we actively seek
opportunities to introduce innovative products, which have unique attributes and can establish a competitive position in the
marketplace. We expect to utilize both our internal product development personnel, in conjunction with key relationships
with strategic partners, to source and introduce new products and technologies.

�
Penetrate New Channels.  As part of our growth strategy, we also intend to explore alternative consumer channels to
introduce new products and to further broaden our product development and brand building efforts. By utilizing additional
channels to develop and support new brands in a cost effective and targeted manner, we believe that we can simultaneously
manage a product portfolio with products at various stages of development, to maintain a pipeline of products to market on
an ongoing basis.

�
Capitalize on Infrastructure and Strategic Relationships.  We believe our ability to effectively manage the full range of
supply chain activities, including order processing, warehousing, distribution and fulfillment through a network of partners
that are competitively selected,
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permits us to quickly capitalize on growth opportunities and dedicate our internal resources to specific initiatives that can
create and enhance value.

Product Development

        Our current plan is to develop products in two categories:

1.
Genetic risk assessment tests � our genetic tests identify healthy individuals who are at increased risk for early or more severe
health risks. These tests may be combined with a complementary product or service to assist in preventing disease or the
complications of disease. Some of our other genetic tests are used in patients who have already been diagnosed with a
specific disease to identify those patients who are more likely to develop severe disease complications and to guide better
treatment.

2.
Nutritional Supplements � these products support individuals seeking a healthy lifestyle in terms of increased energy,
memory, and health.

Genetic Test Product Pipeline

        Our genetic test development efforts are focused on the following programs:

�
Weight Management Genetic Test � North America and International populations; Consumer channels

�
Obesity Management Genetic Test � North America populations; Medical channel

�
Osteoarthritis Genetic Test � North America populations; Medical channel

�
Osteoporosis Genetic Test � North America and International populations

�
IL-1 Cardiovascular Genetic Test � North America and International populations; Consumer channels

�
Periodontal Disease Genetic Test (version 2.0) � North America and International populations; Medical/Dental channel

Weight Management and Obesity Management Tests

        Obesity has become an increasingly important clinical and public health challenge worldwide. According to the International Obesity
Taskforce estimates, there are about 1.1 billion overweight and 350 million obese individuals worldwide and these numbers are expected to
grow significantly in the next decade. In the US, prevalence of obesity has more than doubled in the past 25 years. Nearly two-thirds of adults
are believed to be overweight or obese. Overweight and obese subjects are at a higher risk of developing one or more serious medical conditions
including hypertension, dyslipidemia, heart diseases and diabetes. In the past few years public health agencies are developing strategies and
methods to combat this complex etiology.

        Development of obesity is a linear progression in otherwise healthy individuals with an overweight condition as an intermediary condition.
Overweight/obesity is characterized as an excess of adipose tissue. The World Health Organization (WHO) and other public health agencies
recommend measurement of three different parameters to determine overweight/obesity status for an individual, namely, body mass index
(BMI), total body fat and waist/hip ratio (WHR). The cutoff points for each of these parameters have been well defined.

        Human obesity arises from the interactions of multiple genes, environmental factors and behaviors and renders management and prevention
of obesity very challenging. According to WHO, the lack of physical activity and easy availability of palatable foods are the principle modified
characteristic of our

Edgar Filing: INTERLEUKIN GENETICS INC - Form 10-K

11



10

Edgar Filing: INTERLEUKIN GENETICS INC - Form 10-K

12



Table of Contents

modern lifestyle that has contributed to obesity worldwide. Despite the fact that we are all exposed to the same environment, not everyone is
becoming obese. This could be attributed to individual genetic differences. Genetics determines an individual's susceptibility to become obese
when exposed to an unfavorable environment as well as the way a person can respond to diet and exercise. There have been multiple reports
describing the heritability of obesity and also exploring genetic association studies to identify the gene-gene, gene environment and gene-diet
interactions involved in the development of obesity. These studies have identified a certain number of SNPs that respond to diet or exercise. For
example, certain SNPs make some people more sensitive to the amount of fat in the diet, while other SNP's make some people more resistant to
exercise-induced weight loss.

        Interleukin Genetics has two weight management test products under development. Both involve genetic test panels that include both
proprietary and public SNPs. The first is a weight management (WM) test panel designed to assist consumers in more effective management of
body weight by guiding diet and exercise programs based on genetic differences in metabolism and fat absorption. The WM test panel uses
commonly occurring genetic variations to determine an individual's inherent differences in fat absorption and metabolism, carbohydrate
metabolism, and responsiveness to exercise. The information from the WM test panel will assist people in the choice of nutrition and exercise to
better maintain a healthy body weight and composition that are appropriate for their individual genotype.

        The second program in the weight management area involves a genetic test to assist with medical and surgical management of obese
individuals. Interleukin Genetics has proprietary genetic tests that have been shown in multiple studies to predict which obese patients were
resistant to weight loss when placed on a medically supervised calorie-restricted diet. We are collaborating with the Geisinger Institute, a leading
hospital for medical and surgical management of obesity, to validate our genetic test panel for management of weight loss in obese patients.

Osteoarthritis Test

        Osteoarthritis (OA) is the most common adult joint disease, increasing in frequency and severity in all aging populations. The estimated
U.S. prevalence is 20-40 million patients or 5 times that of rheumatoid arthritis. The most common forms of OA involve the hand, knee, hip and
spine. Total knee replacements number over 250,000 per year and total hip replacements number over 300,000 per year in the United States. OA
may involve a single joint or multiple joints in the same individual, with current therapy focused on pain relief, as there is no FDA-approved
therapy that arrests or reverses the joint deterioration. The etiology of OA is multifactorial involving both mechanical and biochemical factors.
OA progression is associated with accelerated cartilage degradation leading to joint space narrowing (JSN), painful joint disruption, and
functional compromise. The pattern of manifestation of OA in many ways mimics that of osteoporosis in that it is more common in women than
in men, and it appears to be related to postmenopausal changes with hormone replacement therapy suppressing cartilage degradation. OA
disease progression is characterized by a proinflammatory gene expression pattern in cartilage and in joint synovial fluid, with a reactive
increase in bone density in the subchondral bone. Large amounts of data provide support for a central role of interleukins in the pathogenesis of
OA including animal susceptibility models, models of IL-1-targeted therapy, genetic association studies, and elevated interleukin gene
expression in patients with generalized OA. Genetic variations in the interleukin gene cluster have been previously determined to be associated
with multiple clinical phenotypes in OA. Our OA program plans to investigate if interleukin gene variations together with several other
inflammatory gene variations is associated with the occurrence of multijoint OA for the development of a genetic risk assessment test.
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        Interleukin Genetics has recently reported new findings on the genetics of OA at the World Osteoarthritis Congress in 2008. We reported
that a panel of genetic markers was highly predictive of which knee OA patients were likely to develop severe disease as they age. The studies
were done as a collaboration between the Company and New York University Hospital for Joint Diseases. These findings were similar in two
studies. This information allows pharmaceutical companies that are developing the first disease-modifying drugs for OA (DMOADs) to screen
patients and include in their clinical trials only those patients who have progressive disease. There is currently no mechanism for selecting high
risk patients, and multiple clinical DMOAD studies have failed due to excessive numbers of patients with no progression of disease. This genetic
information will also assist the rheumatologist in managing the medical and surgical options of individual patients. Additional studies identified
a different set of genetic markers that were predictive of which patients started with knee OA and subsequently developed hand problems. We
intend to perform additional studies to clarify the clinical utility of these tests and to search for marketing and sales partners to introduce the tests
in the medical channel.

Osteoporosis Test

        Osteoporosis, the most common age-related bone disease, results in a decrease in the strength of the bone that leaves the affected individual
more susceptible to fractures. According to the National Institute of Health, 10 million Americans suffer from the disease and another 34 million
have low bone mass, placing them at increased risk for the disease. Although osteoporosis occurs in both men and women, it begins earlier and
progresses more rapidly in women after menopause. The consequences of osteoporosis can be both physical and financial. Hip and vertebral
fractures, which are commonly associated with osteoporosis, have a profound impact on quality of life. We have conducted research projects
with major osteoporosis centers. Results of these studies have indicated that a number of small variations in the IL-1 gene cluster, referred to as
polymorphisms, are associated with a more rapid rate of bone loss and an increased risk of vertebral fracture in post-menopausal Caucasian
women. A genetic risk assessment test could identify women at elevated risk for developing osteoporosis-related vertebral fracture
comparatively early in the course of the disease and allow these women and their physicians to pursue risk reduction practices. This would
enable nutritional or therapeutic intervention at an early stage, so that bone loss and fractures are minimized or prevented.

        We are developing an osteoporosis risk assessment test that combines the IL-1 SNPs with SNPs in other genes known to be associated with
bone loss to form a test panel. This test panel has been evaluated in one of the largest clinical databases of fractures caused by osteoporosis, the
Study of Osteoporotic Fractures (SOF), directed out of the University of California at San Francisco. The IL-1 SNPs are proprietary to us, and
other genes in the panel are either public domain or will be in-licensed as needed. Efforts to develop the osteoporosis risk assessment test and the
marketing have been driven in part by our research agreement with Alticor. We have completed a genetic association study on bone changes
related to osteoporosis in Japan and have studies on osteoporosis in progress in Korea to determine how the risk assessment test will translate
into other ethnic groups in specific environments.

IL-1 Cardiovascular Test

        In the last decade, studies in men and women have shown that inflammation is an important risk factor for cardiovascular disease.
Cardiovascular disease is the leading cause of death in North America. Recent scientific discoveries indicate that some of the risk for
cardiovascular disease, including heart attacks, is due to variations in the genes that we inherit. Just as with conventional cardiovascular risk
factors such as high cholesterol, smoking and diabetes, the presence of one or more of these DNA variations does not mean that an individual
will develop cardiovascular disease. However, using knowledge about genetic risk factors to make informed choices about diet and lifestyle may
reduce the risk of developing cardiovascular disease in the future.
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        Coronary artery disease (CAD) is a disease in which plaque builds up inside the coronary arteries. These arteries supply your heart muscle
with oxygen-rich blood. Plaque is made up of fat, cholesterol, and other substances found in the blood. When plaque builds up in the arteries, the
condition is called atherosclerosis. Over time, CAD can weaken the heart muscle and lead to heart failure and arrhythmias. CAD is the most
common type of heart disease and it is the leading cause of death in the United States for both men and women. Lifestyle changes, medicines,
and/or medical procedures can effectively prevent or treat CAD in most people. Over 105 million American adults have total blood cholesterol
values of 200 mg/dL and higher, and 36.6 million American adults have levels of 240 or above. Doctors consider total cholesterol levels of 240
mg/dL or greater high in adults and levels from 200 to 239 mg/dL borderline-high.

        Recent studies, including the Jupiter study published in 2008, have shown that excess inflammation is as powerful a predictor of heart
attacks as high LDL cholesterol levels. Our heart health genetic test analyzes two IL-1 genes for variations that identify an individual's
predisposition for over-expression of inflammation and which may cause an increased risk for cardiovascular disease. This test is not intended to
and does not diagnose an existing disease but rather is intended for apparently healthy individuals to help assess their risk for future disease. The
IL-1 cardiovascular genetic test is based on data from genetic association studies obtained through collaborations with experts in cardiovascular
disease at leading academic institutions. This genetic test provides risk information independent of traditional risk factors, including family
history, hypertension and smoking, in assessing risk for heart disease. This test panel was introduced in the Alticor North American channel in
the first quarter of 2006. To date, we have determined that the high-risk patterns are commonly found in all major ethnic populations and thus far
have been demonstrated to correlate strongly to disease in Caucasian populations. We have data from genetic association studies on
cardiovascular disease being analyzed for Korean and Chinese populations to determine how the risk assessment test will translate into other
ethnic groups in specific environments.

General Nutrition Test

        To function properly, cells depend on the action of a vast number of genes. Our general nutrition genetic test analyzes variations in several
genes that influence how the body uses certain vitamins and micronutrients. The test identifies individuals who may have altered B vitamin
dependent metabolism or reduced response to oxidative stress. It analyzes two genes important to B vitamin utilization and four genes important
in managing oxidative stress. This test may be able to identify individuals who might benefit from particular nutritional supplements, and who
may be at increased likelihood for health complications. This test is not intended to and does not diagnose a specific disease or assess a specific
health condition. It is intended to provide information to individuals who are interested in knowledge that may help them make choices about the
consumption of certain vitamins and anti-oxidants.

�
B Vitamin Genes:  The genes analyzed related to B vitamin metabolism and transport into cells.

�
Oxidative Stress Genes:  The genes analyzed related to oxidative stress have shown that individuals with certain genetic
variations in these areas have increased risk for certain types of cancers. By knowing their genetic variations in the
production of key enzymes associated with the reduction of oxidative stress, a person can understand better their needs for
nutrient and vitamin usage.

        Thus our General Nutrition Test panel may help guide a person on decisions about use of vitamins and anti-oxidants.
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Research with Alticor

        On February 28, 2008, we announced a new research collaboration with Access Business Group International LLC (ABG), a subsidiary of
Alticor Inc. The research agreement encompasses four primary areas; osteoporosis, cardiovascular disease, nutrigenomics, and dermagenomics.
We will be conducting various clinical studies, which will be fully funded by Alticor. Studies will look to correlate SNP gene variations to the
risk of osteoporosis or cardiovascular disease in Asian populations. Other studies will seek to identify genetic factors that influence athletic
performance and skin appearance (e.g., wrinkles, elasticity, aging) for the purpose of developing products to enhance healthy aging. Under the
terms of the agreement, ABG paid us $1.2 million for this contract research. In addition, we recognized approximately $.8 million of deferred
receipts, which were unused from prior research agreements with Alticor.

        Skin care products comprise several different treatments to manage the appearance of the skin. The worldwide skin care products market is
expected to reach more than $7 billion by 2010. Anti-aging products are expected to retain double-digit growth rates in the next several years,
while sales of moisturizers and cleansers are also expected to experience good growth.

        Retail sales of sports nutritional products are expected to exceed $12.7 billion by 2011. Posting a 23% growth rate between 2005 and 2006
from $4.5 billion to $5.5 billion, the market sector is being driven by the continued trend for health and wellness and balanced eating amongst
serious athletes and the baby boomer generation. Sports beverages are said to be leading the sector, followed by bars, gels and supplements.

Laboratory Testing Procedure

        To conduct a genetic risk assessment test, the consumer collects cells from inside the cheek on a brush and submits it by mail to our
laboratory. Samples are only processed with a requisition signed from a physician. Our clinical laboratory then performs the test following our
specific protocol and informs the consumer and, depending on the regulations in the particular state or (in Canada) province, the customer's
designated health care provider, of the results.

        During 2004, we completed the construction of our genetic testing laboratory (for which we obtained registration under CLIA in 2005) to
process the test samples. The regulatory requirements associated with a clinical laboratory are addressed under the section titled "Government
Regulation." In early 2007 we obtained a clinical laboratory permit from the State of New York for our Cardiovascular Genetic test.

Marketing and Distribution Strategy

        Two of our genetic tests are marketed and distributed under the GENSONA® brand through our strategic partnership with Alticor. We
market and distribute our PST® tests through sales and marketing partners directly to dentists and periodontists. We are developing our own
brand of genetic test to market ourselves or with new partners on a test by test basis.

        We intend to develop tests with partners in the pharmaceutical, biotechnology and other industries. Once tests are developed and launched,
reimbursement may come from various sources including insurance, partners or directly from consumers. Under our distribution agreement with
Alticor, Alticor pays us directly for the processed tests. If in the future we develop products that are sold through the medical channel, our ability
to successfully commercialize these products may depend on obtaining adequate reimbursement from third-party payers.
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Partnerships with Academic Researchers

        We have (or have had) research collaborations at the University of Sheffield (UK), Tufts University, New York University, Harvard
University, the Mayo Clinic, California Pacific Medical Center, Boston University, the University of Arkansas, Tongji Medical College (China),
University of North Carolina and Yonsei University (Korea). Through these collaborations, we have been able to take advantage of research
conducted by these third parties in connection with the development of our genetic risk assessment tests and other possible products.

Competition � Genetic Tests

        The competition in the field of personalized health is defined, but the markets and customer base are not well established. There are a
number of companies involved in identifying and commercializing genetic markers. The companies differ in product end points and target
customers. There are companies that market individual condition genetic tests for complex diseases to consumers and those that sell only to
physicians. There are companies that market testing services for rare monogenic diseases mainly to physicians. There are companies that sell
genome scanning services to provide customers (usually the consumer directly) reports on 500,000 SNPs to the person's entire genome. There
are also technology platform companies that sell SNP testing equipment.

        In the case of newly introduced products requiring "change of behavior" (such as genetic risk assessment tests), the presence of multiple
competitors may accelerate market acceptance and penetration through increasing awareness. Moreover, two different genetic risk assessment
tests for the same disease may in fact test or measure different components, and thus, actually be complementary when given in parallel as an
overall assessment of risk, rather than being competitive with each other.

        Furthermore, the primary focus of most companies in the field is performing gene-identification research for pharmaceutical companies for
therapeutic purposes, with genetic risk assessment testing being a secondary goal. In contrast, our primary business focus is developing and
commercializing genetic risk assessment tests for health risks and forward-integrating these tests with additional products and services.

Competition � Consumer Supplements

        The business of manufacturing, distributing and marketing nutritional supplements is highly competitive. Many of our competitors are
substantially larger and have greater financial resources with which to manufacture and market their products. The barriers to competition are
low in the nutritional products markets because the products are generally not protected by patents. In particular, the retail segment is highly
competitive. In many cases, competitors are able to offer price incentives for retail purchasers and establish frequent buyer programs for
consumers. Some retail competitors also manufacture their own products and therefore they have the ability and financial incentive to promote
sales of their own products. Our ability to remain competitive depends on the successful introduction and addition of new offerings to our
product line, continued advertising support and reliable service. We will also continue to focus on increased sales and marketing of our current
products.

Government Regulation

        The genetic risk assessment tests that we are developing and our current and future nutritional supplements will be subject to regulation by
governmental entities.
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Genetic Testing Regulation

CLIA

        CLIA provides for the regulation of clinical laboratories by the United States Department of Health and Human Services. CLIA requires
certification of clinical laboratories that perform tests on human specimens and imposes specific conditions for certification. CLIA is intended to
ensure the accuracy, reliability and timeliness of patient test results performed in clinical laboratories in the United States by mandating specific
standards in the areas of, among other things, personnel qualification, administration participation in proficiency testing, patient test
management, quality control, quality assurance and inspections. CLIA contains guidelines for the qualification, responsibilities, training,
working conditions and oversight of clinical laboratory employees. In addition, specific standards are imposed for each type of test that is
performed in a laboratory. The categorization of commercially marketed in vitro diagnostic tests marketed under CLIA is the responsibility of
the FDA. The FDA will assign commercially marketed test systems into one of three CLIA regulatory categories based on their potential risk to
human health. Tests will be designated as waived, of moderate complexity or of high complexity. CLIA and the regulations promulgated there
under are enforced through quality inspections of test methods, equipment, instrumentation, materials and supplies on a periodic basis. Our
commercial laboratory is CLIA-certified for high complexity tests, such as genetic tests.

Other Laboratory Regulations

        CLIA does not preempt state laws that are more stringent than federal law. Some states independently regulate clinical laboratories and
impose standards and requirements in addition to or more stringent than the CLIA regulations. Moreover, some states impose regulations on
out-of-state laboratories that conduct tests on their residents. Finally, some foreign jurisdictions may also impose regulations on how we process
tests for their residents. We are required to comply with all applicable laboratory regulations.

Food and Drug Administration

        The FDA regulates the sale and distribution of medical devices, including in vitro diagnostic test kits, in interstate commerce. The
information that must be submitted to the FDA in order to obtain clearance or approval to market a new medical device varies depending on how
the medical device is classified by the FDA and its intended use. Medical devices are classified into one of three classes on the basis of the
controls deemed by the FDA to be necessary to reasonably ensure their safety and effectiveness. Class I devices are subject to general controls,
including labeling, pre-market notification and adherence to FDA's quality system regulations, which are device-specific good manufacturing
practices. Class II devices are subject to general controls and special controls, including performance standards and post-market surveillance.
Class III devices are subject to most of the previously identified requirements and to pre-market approval. Most in vitro diagnostic kits are
regulated as Class I or II devices. Entities that fail to comply with FDA requirements may be subject to enforcement actions, such as recalls,
detentions, orders to cease manufacturing and restrictions on labeling and promotion or approval or clearance of new products. In addition, those
entities may be subject to criminal and civil penalties.

        The FDA presently requires clearance or approval of most diagnostic test kits that are sold to labs, hospitals and doctors, because those kits
are considered to be medical devices. However, diagnostic tests that are developed and performed by a CLIA-certified reference laboratory, also
known as "home-brew," "in-house" or "laboratory-developed" tests (LDTs), generally have been considered clinical laboratory services.
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        The FDA has consistently claimed that it has the regulatory authority to regulate LDTs that are validated by the developing laboratory.
However, it has generally exercised enforcement discretion in not otherwise regulating most tests developed by CLIA-certified laboratories. The
FDA regularly reviews the regulatory requirements that it applies to LDTs and in September 2006, it published a draft guidance document,
which it revised in July 2007, that may be relevant to tests developed by us. This Draft Guidance describes the FDA's current thinking about
potential regulation of In Vitro Diagnostic Multivariate Index Assays, or IVDMIAs, and provided examples of the types that would be subject to
the Draft Guidance. An IVDMIA is defined by the FDA as a device that combines the values of multiple variables using an interpretation
function to yield a single patient-specific result intended for use in the diagnosis of a disease or other condition or is used in the cure, mitigation,
treatment, or prevention of disease, and provides a result whose derivation is non-transparent and cannot be independently derived or verified by
the end user. The FDA has indicated that it believes that most IVDMIAs will be either Class II or III devices.

        The degree to which LDTs are regulated by the FDA has also been the focus of Congressional attention and bills have been introduced,
which if enacted into law, would mandate that all providers of LDTs provide evidence to the FDA that verifies the analytical validity of such
tests. In December 2008, Genentech submitted a Citizen Petition to the FDA in which it requested that the FDA exercise greater oversight of
diagnostic tests that are intended to guide therapeutic decisions and to regulate all LDTs. The FDA has not yet responded to that petition.

        Although we are not currently offering or developing IVDMIAs, the FDA's interest in or actual regulation of laboratory-developed tests or
increased regulation of the medical devices used in laboratory-developed testing could lead to periodic inquiry letters from the FDA and
increased costs and delays in introducing new tests, including genetic tests. It is possible that a changing regulatory climate could someday
require regulatory clearance or approval prior to the launch of genetic risk assessment tests, which could have a material adverse effect on our
business.

HIPAA Compliance and Privacy Protection

        The Health Insurance Portability and Accountability Act of 1996 (HIPAA) established for the first time comprehensive federal protection
for the privacy and security of health information. The HIPAA standards apply to three types of organizations ("Covered Entities"): health plans,
health care clearing houses, and health care providers who conduct certain health care transactions electronically. Covered Entities must have in
place administrative, physical and technical standards to guard against the misuse of individually identifiable health information. Additionally,
some state laws impose privacy protections more stringent than those of HIPAA. There are also international privacy laws, such as the European
Data Directive, that impose restrictions on the access, use, and disclosure of health information. Any of these laws may impact our business. We
are not currently a Covered Entity subject to the HIPAA privacy and security standard. It is possible that in the future we will become a Covered
Entity (for example if any of the tests that we perform become reimbursable by insurers). Regardless of our own Covered Entity status, HIPAA
may apply to our customers.

GINA Legislation

        In 2008, the Congress passed and the President signed into law, the Genetic Information Non-discrimination ACT or GINA. This law
protects individuals from discrimination due to a genetic predisposition for disease or any other genetic condition. The law protects individuals
who take a genetic test from insurance companies or employers that may wish to discriminate against a person due to a genetic condition or
predisposition for disease. GINA may also prevent companies from conferring benefits on persons due to a genetic condition.
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Dietary Supplements Regulation

        The manufacturing, processing, formulation, packaging, labeling and advertising of our nutritional products are subject to regulation by a
number of federal agencies, including the FDA and the Federal Trade Commission (FTC). Our activities are also regulated by various state and
local agencies where our products are sold.

FDA

        The FDA is primarily responsible for the regulation of the manufacturing, labeling and sale of our nutritional products as "dietary
supplements." The Dietary Supplement Health and Education Act of 1994 (DSHEA) amended the Federal Food, Drug and Cosmetic Act by
defining dietary supplements, which include vitamins, minerals, nutritional supplements and herbs, and by providing a regulatory framework to
ensure safe, quality dietary supplements and the dissemination of accurate information about such products. Dietary supplements are regulated
as foods under DSHEA and the FDA is generally prohibited from regulating the active ingredients in dietary supplements as food additives, or
as drugs unless product claims trigger drug status. Generally, dietary ingredients not used in dietary supplements marketed before October 15,
1994, the date of DSHEA's enactment, require pre-market submission to the FDA as evidence of a history of their safe use, or other evidence
establishing that they are reasonably expected to be safe. There can be no assurance that the FDA will accept the evidence of safety for any new
dietary ingredient that we may decide to use. FDA's refusal to accept such evidence could result in regulation of such dietary ingredients as food
additives, requiring FDA approval based on newly conducted, costly safety testing.

        DSHEA provides for specific nutritional labeling requirements for dietary supplements and permits substantiated, truthful and
non-misleading statements of nutritional support to be made in labeling, such as statements describing general well being from consumption of a
dietary ingredient or the role of a nutrient or dietary ingredient in affecting or maintaining structure or function of the body. There can be no
assurance that the FDA will not consider particular labeling statements used by us to be drug claims rather than acceptable statements of
nutritional support, necessitating the preparation and submission by us of a costly new drug application. It is also possible that the FDA could
allege false statements were submitted to it if structure/function claim notifications were either non-existent or so lacking in scientific support as
to be plainly false.

        In addition, the DSHEA authorizes the FDA to promulgate current good manufacturing practices (cGMPs) specific to the manufacturing of
dietary supplements, to be modeled after food cGMPs. We currently use a third-party manufacturer for our dietary supplement products, which
manufacturer must comply with food cGMPs.

        Dietary supplements are also subject to the Nutrition, Labeling and Education Act (NLEA), which regulates health claims, ingredient
labeling and nutrient content claims characterizing the level of a nutrient in a product. NLEA prohibits the use of any health claim for dietary
supplements unless the health claim is supported by significant scientific agreement and is pre-approved by the FDA.

        In certain markets, including the United States, claims made with respect to dietary supplements may change the regulatory status of our
products. For example, in the United States, the FDA could possibly take the position that claims made for some of our products make those
products new drugs requiring approval or compliance with a published FDA over the counter (OTC) monograph. If the FDA were to assert that
our product claims cause them to be considered new drugs or fall within the scope of OTC regulations, we would be required to file a new drug
application, comply with the applicable monographs, or change the claims made in connection with those products.
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FTC

        The FTC regulates the marketing practices and advertising of all our products. In recent years, the FTC instituted enforcement actions
against several dietary supplement companies for false and misleading marketing practices and advertising of certain products. These
enforcement actions have resulted in consent decrees and monetary payments by the companies involved. Although the FTC has never
threatened an enforcement action against us for the advertising of our products, there can be no assurance that the FTC will not question the
advertising for our products in the future.

        We believe that we are currently in compliance with all applicable government regulations. We cannot predict what new legislation or
regulations governing our operations will be enacted by legislative bodies or promulgated by agencies that regulate its activities, or what
changes in interpretations of existing regulations may be adopted by the FDA or the FTC.

Other Information

        Our executive offices are located at 135 Beaver Street, Waltham, Massachusetts 02452, and our telephone number is (781) 398-0700. We
were incorporated in Texas in 1986 and we re-incorporated in Delaware in March 2000. We maintain a website at www.ilgenetics.com. Our
Annual Reports on Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form 8-K, and all amendments to such reports are
available to you free of charge through the Investor Relations Section of our website as soon as practicable after such materials have been
electronically filed with, or furnished to, the Securities and Exchange Commission. The information contained on our website is not incorporated
by reference into this Form 10-K. We have included our website address only as an inactive textual reference and do not intend it to be an active
link to our website.

 Item 1A.    Risk Factors

The current economic conditions and financial market turmoil could adversely affect our business and results of operations.

        As widely reported, economic conditions and financial markets have been experiencing extreme disruption in recent months, including,
among other things, extreme volatility in prices of publicly trade securities, severely diminished liquidity, severely restricted credit availability,
rating downgrades of certain investments and declining valuations of others. Governments have taken unprecedented actions intended to address
these extreme market conditions. Many economists have predicted that the United States economy, and possibly the global economy, may enter
into a prolonged recession. We believe the current economic conditions and financial market turmoil could adversely affect our operations.
Uncertainty about current and future economic conditions may cause consumers to reign in their spending generally, the impact of which may be
that they stop or delay their purchases of our genetic tests and consumer products. If these circumstances persist or continue to worsen, our
future operating results could be adversely affected, particularly relative to our current expectations.

We could become subject to intense competition from other companies, which may damage our business.

        Our industry is highly competitive. Our potential competitors in the United States and abroad are numerous and include, among others,
major pharmaceutical and diagnostic companies, consumer products companies, specialized biotechnology firms, universities and other research
institutions. Many of our competitors have considerably greater financial, technical, marketing and other resources than we do. Furthermore,
many of these competitors are more experienced than we are in discovering, commercializing and marketing products. These greater resources
may allow our competitors to discover important genes or genetic markers before we do. If we do not discover genes that are linked to a health
risk, characterize their functions, develop genetic tests and related information services based on such discoveries, obtain regulatory and other
approvals and launch these services, or products
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before our competitors, then our ability to generate sales and revenue will be reduced or eliminated, and could make our products obsolete. We
expect competition to intensify in our industry as technical advances are made and become more widely known.

The market for personalized health generally and genetic risk assessment tests in particular is unproven.

        Competition in the field of personalized health is defined, but the markets and customer base are not well established. Adoption of
technologies in this emerging field requires substantial market development. Although our primary customer, Alticor, has begun to develop the
direct-to-consumer market for personalized health, the overall market is unproven and there can be no assurance that other channels for
marketing our products can be developed. As a result, there can be no assurance that our products will be successful upon launch or that they can
be sold at sufficient volumes to make them profitable. If our potential customers do not accept our products, or take a longer time to accept them
than we anticipate, it will reduce our anticipated sales, resulting in additional losses to us.

        The market for genetic risk assessment tests, as part of the field of personalized health, is at an early stage of development and may not
continue to grow. The scientific community, including us, has only a limited understanding of the role of genes in predicting disease. When we
identify a gene or genetic marker that may influence risk for disease, we may conduct clinical trials to confirm the initial scientific discovery and
to establish the scientific discovery's clinical utility in the marketplace. The results of these clinical trials could limit or delay our ability to bring
a test to market, reduce a test's acceptance by our potential customers or cause us to cancel the program, any of which would limit or delay sales
and cause additional losses to us. The marketplace may never accept our products, and we may never be able to sell our products at a profit.
Further, we may not complete development of or commercialize our other genetic risk assessment tests.

        The success of our genetic risk assessment tests will depend upon their acceptance as being useful and cost-effective to the individuals who
purchase these products, the physicians and other members of the medical community who recommend or prescribe them, as well as third-party
payers, such as insurance companies and the government. Our efforts to commercialize our intellectual property have had little success outside
of the Alticor channel to date. We can only achieve broad market acceptance with substantial education about the benefits and limitations of
genetic risk assessment tests while providing the tests at a fair cost.

There are numerous competitors with various and different business models and motivations.

        Our potential competitors in the United States and abroad are numerous and include, among others, major pharmaceutical and diagnostic
companies, specialized biotechnology firms, universities and other research institutions. Many of our potential
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